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Ready-to-Eat Foods and Specialized Products Sectional Committee, FAD 24 


FOREWORD 


This Indian Standard was adopted by the Bureau of Indian Standards, after the draft finalized by Ready-to-Eat 
Foods and Specialized Products Sectional Committee had been approved by the Food and Agriculture Division 
Council. 


This standard is based on the Codex Standard for foods for special dietary use for persons intolerant to gluten 
(CODEX STAN 118-1979). This standard has been formulated to specify the gluten content of foods intended for 
special dietary uses for persons intolerant to gluten. 


Gluten free foods are the foods specially made for special dietary uses that have been formulated suitable for the 
consumption by people who are sensitive to gluten/celiac disease or any kind of allergy to wheat gluten. 


In the formulation of this standard, due consideration has been given to the provisions of the Food Safety and 
Standards Act, 2006 and the Rules framed thereunder and the Legal Metrology (Packaged Commodities) Rules, 
2011. However, this standard is subject to the restrictions imposed under these, wherever applicable. 


For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, 
observed or calculated, expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 1960 
‘Rules for rounding off numerical values (revised)’. The number of significant places retained in the rounded off 
value should be the same as that of the specified value in this standard. 
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Indian Standard 


FOODS FOR SPECIAL DIETARY USE FOR PERSONS 
INTOLERANT TO GLUTEN — SPECIFICATION 


1 SCOPE 


This standard prescribes the requirements and methods 
of test for foods for special dietary uses that have been 
formulated, processed or prepared to meet the special 
dietary needs of people intolerant to gluten. 
NOTE — Foods for general consumption which by their nature 
are suitable for use by people with gluten intolerance may 


indicate such suitability in accordance with the provisions 
of 7.3. 


2 REFERENCES 


The standards given below contain provisions which, 
through reference in this text, constitute provisions of 
this standard. At the time of publication, the editions 
indicated were valid. All standards are subject to 
revision and parties to agreements based on this 
standard are encouraged to investigate the possibility 
of applying the most recent editions of these standards: 


IS No. Title 

1070 : 1992 Reagent grade water — Specification 
(third revision) 

2491 : 2013 Food hygiene — General 
principles — Code of practice (third 
revision) 

7688 Code of practice for labelling of pre- 
packaged foods 


(Part 1) : 1975 
(Part 2) : 1976 
(Part 3) : 1976 


General guidelines 
Guidelines on claims 
Nutritional labelling 


9487 : 1980 Specification for ‘Ready-to-Eat’ 
protein-rich extruded foods 
16021 : 2012 Good manufacturing practices 


(GMP) — Requirements for 
organizations in the food processing 
sector 


3 TERMINOLOGY 


For the purpose of this standard, the following 
definitions shall apply. 


3.1 Gluten-Free Foods — Gluten-free foods are 
dietary foods, 


a) consisting of or made only from one or more 
ingredients which do not contain wheat (such 
as Triticum aestivum, durum, dicoccum, 
compactum, spelt and kamut), rye, barley, oats 
or their crossbred varieties and the gluten level 
does not exceed 20 mg/kg in total, based on 


the food as sold or distributed to the consumer, 
and/or 

b) consisting of one or more ingredients from 
wheat (such as Triticum aestivum, durum, 
dicoccum, compactum, spelt and kamut), rye, 
barley, oats or their crossbred varieties, which 
have been specially processed to remove 
gluten and the gluten level does not exceed 
20 mg/kg in total, based on the food as sold 
or distributed to the consumer. 


3.2 Foods Specially Processed to Reduce Gluten 
Content to a Level above 20 up to 100 mg/kg — 
These foods consist of one or more ingredients from 
wheat (such as Triticum aestivum, durum, dicoccum, 
compactum, spelt and kamut), rye, barley, oats or their 
crossbred varieties, which have been specially 
processed to reduce the gluten content to a level above 
20 up to 100 mg/kg in total, based on the food as sold 
or distributed to the consumer. 


3.3 Gluten — Protein fraction from wheat, rye, barley, 
oats or their crossbred varieties and derivatives thereof, 
to which some persons are intolerant and that is 
insoluble in water and 0.5M NaCl. 


3.4 Prolamins — Fraction from gluten that can be 
extracted by 40-70 percent of ethanol. The prolamin 
from wheat is gliadin, from rye is secalin, from barley 
is hordein and from oats is avenin. 

NOTE — It is however an established custom to speak of gluten 


sensitivity. The prolamin content of gluten is generally taken 
as 50 percent. 


4 REQUIREMENTS 


4.1 For products referred in 3.1 (a) and (b), the gluten 
content shall not exceed 20 mg/kg in the food as sold 
or distributed to the consumer. 


4.2 For products referred in 3.2, the gluten content shall 
not exceed 100 mg/kg in the food as sold or distributed 
to the consumer. 


4.3 Products covered by this standard substituting 
important basic foods, should supply approximately the 
same amount of vitamins and minerals as the original 
foods they replace. 


4.4 The products covered by this standard shall be 
prepared with special care under good manufacturing 
practice (see IS 16021) to avoid contamination with 
gluten. 
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4.5 The product shall conform to the microbiological 
requirements prescribed in the Food Safety and 
Standards (Food Products Standards and Food 
Additives) Regulations, 2011. 


5 FOOD ADDITIVES 


The product may contain food additives permitted 
under Food Safety and Standards (Food Products 
Standards and Food Additives) Regulations, 2011. The 
products covered by this standard shall avoid any food 
additive that contain gluten as whole or part of additive 
and/prolamin from other cereals related to wheat such 
as barley, rye and oats and other crossbred varieties. 


6 HYGIENE 


The products covered by the provisions of this standard 
shall be manufactured, packed and stored under 
hygienic conditions in licensed premises (see IS 2491). 


7 MARKING AND LABELLING 


In addition to guidelines laid down in IS 7688 (Parts 1, 
2 and 3) for the labelling of prepackaged foods and 
any specific labelling provisions applying to the 
particular food concerned, the following provisions for 
the labelling of ‘gluten-free foods’ shall apply. 


7.1 The term ‘gluten-free’ shall be printed in the 
immediate proximity of the name of the product in the 
case of products described in 3.1. 


7.2 The labelling of products described in 3.2 shall be 
as per the provisions of the Food safety and Standards 
(Packaging and Labelling) Regulations, 2011. 
However, these products must not be called gluten-free. 
The labelling terms for such products should indicate 
the true nature of the food and shall be printed in the 
immediate proximity of the name of the product. 


7.3 A food which, by its nature, is suitable for use as 
part of a gluten-free diet, shall not be designated ‘special 
dietary’, ‘special dietetic’ or any other equivalent term. 
However, such a food may bear a statement on the label 


that ‘this food is by its nature gluten-free’ provided that 
it complies with the essential composition provisions 
for gluten-free as set out in 4.1 and provided that such 
a statement does not mislead the consumer. 


7.4 Any other information required under the Legal 
Metrology (Packaged Commodities) Rules, 2011 and 
the Food Safety and Standards (Packaging and 
Labelling) Regulations, 2011 and the Food Safety and 
Standards Act, 2006. 


7.5 BIS Certification Marking 


The product may also be marked with the Standard 
Mark. 


7.5.1 The use of standard mark is governed by the 
provisions of the Bureau of Indian Standards Act, 1986 
and the Rules and regulations made thereunder. The 
details of conditions under which a license for the use 
of the Standard Mark may be granted to manufacturers 
or producers may be obtained from the Bureau of Indian 
Standards. 


8 SAMPLING 


Representative samples of the material shall be drawn 
and tested for conformity to this standard as prescribed 
in Appendix A of IS 9487. 


9 TESTS 


9.1 Gluten content of the product shall be determined 
according to Enzyme-linked Immunoassay (ELISA) R5 
Mendez Method given in the AOAC Official Method 
991.19 ‘Gliadin as a measure of gluten in foods’. 


9.2 Quality of Reagents 


Unless specified otherwise, pure chemicals shall be 
employed in tests and distilled water (see IS 1070) shall 
be used where the use of water as reagent is intended. 


NOTE — ‘Pure chemicals’ shall mean chemicals that do not 
contain impurities which affect the test results.’ 


Bureau of Indian Standards 

BIS is a statutory institution established under the Bureau of Indian Standards Act, 1986 to promote 
harmonious development of the activities of standardization, marking and quality certification of goods 
and attending to connected matters in the country. 

Copyright 

BIS has the copyright of all its publications. No part of these publications may be reproduced in any form 
without the prior permission in writing of BIS. This does not preclude the free use, in the course of 
implementing the standard, of necessary details, such as symbols and sizes, type or grade designations. 
Enquiries relating to copyright be addressed to the Director (Publications), BIS. 

Review of Indian Standards 

Amendments are issued to standards as the need arises on the basis of comments. Standards are also reviewed 
periodically; a standard along with amendments is reaffirmed when such review indicates that no changes are 
needed; if the review indicates that changes are needed, it is taken up for revision. Users of Indian Standards 
should ascertain that they are in possession of the latest amendments or edition by referring to the latest issue of 


‘BIS Catalogue’ and ‘Standards : Monthly Additions’. 


This Indian Standard has been developed from Doc No.: FAD 24 (2618). 
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